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REMARKS 

Response to Claim Rejections Under 35 USC §112 

Claims 35-38, 45-49, 53-55 and 59-65 were rejected by the Examiner under 35 
U.S.C. §112, first paragraph, as failing to comply with the written description 
requirement. The Examiner contends that there is no disclosed discernability between 
the plurality of marker devices with one being radiopaque and the other or another 
being ultrasonics I ly detectable and therefore the claims are deemed to have new 
matter. Applicants are unsure exactly what the Examiner is referring to. For example, 
on pages 8-9 and Fig. 2, a plurality of markers are described and shown with at least 
one being radiographically detectable and at least one other being ultrasonicaliy 
detectable. The specification describes one embodiment wherein all of the markers are 
both radiographically detectable and ultrasonicaliy detectable (e.g. page 8 lines 1-23) 
and another embodiment where only some of the markers are radiographically 
detectable (e.g. page 11, lines 1-12). Both embodiments would support the claim 
language objected to by the Examiner. 

Claims 78-84 and 90-92 were rejected by the Examiner under 35 U.S.C. §112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. In response, 
applicants have amended claims 78 and 90 to conform the claims to appropriate 
Markus claim language. 

Response to Claim Rejections Under 25 U.S.C. §103 

Claims 35-38, 45-49, 53-55, 109 and 110 were rejected by the Examiner under 
35 U.S.C. §103(a) as being unpatentable over Fulton. Ill etal. (6,270,464), in view of 
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Yamamoto (U S. Pat. No. 4,847,049), as evidenced by Ronan et al. (U.S. Pat. No. 
5,820,918), and further in view of Foerster et al. (6,228,055). 

The Examiner has rejected the claims by combining four different references and 
none of the references suggest the combination proposed by the Examiner. There is no 
thread which connects the references. Moreover, even if such a suggestion were to be 
found (and applicants want to make clear that there is no suggestion), the combination 
fails to teach all the features of the claims. A key feature of the invention is a plurality of 
marker bodies with at least one of which is ultrasonically detectable and at least one of 
which is radiographically detectable for delivery to a single biopsy site. The Examiner 
contends that Foerster et al. teaches ejection of a plurality of biopsy markers to a 
desired biopsy site, citing col. 10, lines 5-1 1. The cited passage does not support the 
Examiner’s contention. Moreover, as indicated in col. 10, lines 47-50, Foerster et al. 
contemplated deploying the spring markers at different locations, so the plurality of 
markers were not configured to at least partially fill a single biopsy site. The Examiner 
also sites col. 13, lines 16-29 as teaching a plurality of small beads which are deployed 
in the biopsy cavity. However, it is clear from the cited passage of Foerster et al. that 
the beads were deployed before the biopsy cavity was formed and were indeed 
deployed to remain in the tissue surrounding the cavity not within the cavity. 

For purposes of clarity, applicants have amended to claims to stress that the 
plurality of marker bodies were collectively configured to at least partially fill the biopsy 
cavity having a predetermined size. 

Claims 59-64 were rejected by the Examiner under 35 U.S.C. §103(a) as being 
unpatentable over Fulton, III et al. ('464), in view of Foerster et al. (’055). This rejection 
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is subject to the same deficiencies as mentioned above. The Examiner contends that 
because Fulton, III et al. teaches one marker that is both radiographically detectable 
and ultrasonically detectable that this teaching given its broadest reasonable 
interpretation fully meets “with at least one marker body which is ultrasonically 
detectable and at least one other body which is radiographically detectable” (Emphasis 
added). Applicants submit that the Examiner’s reasoning is fatally flawed. How does a 
single body teach “at least one other body”? The answer of course is that it cannot. 

The Examiner also contends (without support) that the skilled artisan would know 
to select a body that remained solid at 40° C, but sites no reference for such contention. 
One would only have to look at Fulton, III et al., which employs a fluid or slurry, to 
negate such a contention. 

Claims 65-75, 85-90, 92 and 95-101 were rejected by the Examiner under 35 
U.S.C. §103(a) as being unpatentable over Fulton, III et al. (’464), in view of Foerster et 
al. ( 055) and further in view ofVoegeleet al. (U.S. Pat. No. 6,261,302). 

Claim. 66 calls for a plunger which has a distal end configured to urge the at least 
one marker body into engagement with the ramp and slidably move the at least one 
marker body up the ramp and out of the discharge port in the delivery cannula into the 
biopsy cavity. Voegele fails to teach discharge of a marker body which engages the 
ramp and moves up the ramp and out the discharge port. In Voegele, the delivery tube 
rides up the ramp, not the markers. 

That being the case, the combination of references cited by the Examiner fails to 
teach all the features of the invention and should therefore be withdrawn. 
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Claims 76-84, 91, 93 and 94 were rejected by the Examiner under 35 U.S.C. 

§1 03(a) as being unpatentable over Fulton, III et a!. ('464), in view of Foerster et al. 
('055) and Voegele et al. ('302) as applied to claims 65-73, 85-90, 92 and 95-101 
above, and further in view of Yamamoto (’049), as evidenced by Ronan et al. (‘918). 

Yamamoto and Ronan et al. fails to make up for the deficiencies of Fulton, III et 
al. and Foerster et al., so the combination fails to teach all the features of the rejected 
claims. 

Claims 107 and 108 were rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Foerster et al. ('055), in view of Voegele et al. ('302). 

This rejection is subject to the same deficiencies as mentioned above. 
Applicants have amended claim 107 to make the claim consistent with applicants 
arguments. 

Conclusions 

Applicants believe that the pending claims are directed to patentable subject 
matter. Further consideration pursuant to the concurrently filed RCE and an early 
allowance of the claims are earnestly requested. 



Respectfully submitted, 




Attorney for Applicants 

EDWARD J. LYNCH 
Patent Attorney 
One Embarcadero Center 
Suite 562 

San Francisco, California 94111 
Telephone: (415) 646-8028 
Facsimile: (415)646-8035 
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